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Sir: 

In accordance with the duty of disclosure imposed by 37 C.F.R. § 1.56 to inform the 
Patent and Trademark Office of all references coming to the attention of each individual 
associated with the filing or prosecution of the subject application, which are or may be material 
to the patentability of a claim of the subject application, Attorney for Applicants hereby directs 
the Examiner's attention to reference AR32 on the attached Form PTO/SB/08. A copy of 
reference AR32 is enclosed. 

The listed reference is presented so that the Patent and Trademark Office can determine 
any materiality thereof to the claimed invention. See 37 C.F.R. § 1.104(a) concerning the 
Examiner's duty to consider and use any such information. Applicants respectfully request that 
the Examiner make the listed reference of record in the file history of the application, and 
consider the information contained therein during the prosecution of this application. 

Identification of the listed reference is not to be construed an admission of any individual 
associated with the filing or prosecution of the subject application that such reference is 
available as "prior art" against the subject application. Furthermore, Applicants do not waive 
any rights to take appropriate action to establish patentability over any of the listed document 
should it be applied as a reference against the claims of the subject application. 
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Pursuant to 37 C.F.R. § 1.97(c), because this Fourth Supplemental Information 
Disclosure Statement is being submitted after the mailing date of the first Office Action on the 
merits, but before the mailing date of a Final Office Action, or a Notice of Allowance under 37 
C.F.R. § 1.311, or an action that otherwise closes prosecution, the Patent and Trademark Office 
will consider this Fourth Supplemental Information Disclosure Statement if it is accompanied by 
the fee as specified in 37 C.F.R. § 1.17(p). 

Accordingly, the Patent & Trademark Office is hereby authorized to charge our Deposit 
Account No. 08-3425 in the amount of $180.00 as payment of the required fee, as itemized on 
the Fee Transmittal Sheet submitted concurrently herewith. 

Dated: February 23, 2004 Respectfully submitted, 
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Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, city 
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NEMA et al., "Excipients and their use in injectable products," PDA J. Pharnn. Sci. & Tech. 
51(4): 166-171 (1997). 





'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

'Applicant's unique citation designation number (optional), 2 Applicant is to place a check mark here if English language Translation is attached. 
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